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earned patent term adjustment. See 37 CFR 1.704(b). 
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1 )|3 Responsive to communication(s) filed on 15 October 2003 . 
2a)D This action is FINAL. 2b)M This action is non-final. 
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closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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6) D Claim(s) 61-83 is/are rejected. 
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Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
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DETAILED ACTION 
Election/Restrictions 

1 . Applicant's election with traverse of Group II, antibody 1 D8 made via hybridoma 
XF1 1.1 D8 in the reply filed on 1-3-05 is acknowledged. The traversal is on the 
ground(s) that a search of the amino acids of SEQ ID NO: 60 and 62 would reveal 
useful information for the other groups and that the additional searches would not 
constitute a serious burden to the Examiner or the Office. This is not found persuasive 
because relatedness does not evidence co-extensive search requirements for the other 
patentably distinct molecules or uses. The searches are not co-extensive and therefore 
search and examination of multiple inventions in a single application is a serious burden 
to the Examiner and the Office. 

The requirement is still deemed proper and is therefore made FINAL. 

2. Claims 1 and 84 are withdrawn from further consideration pursuant to 37 CFR 
1.142(b), as being drawn to a nonelected invention, there being no allowable generic or 
linking claim. Applicant timely traversed the restriction (election) requirement in the reply 
filed on 1-3-05. 

Claim Rejections - 35 USC §112 

3. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 61-83 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
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which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. This is a new matter rejection. The 
amendment of 1-3-05 changed substantially the antibodies and antibody fragments 
claimed. In particular, to antibodies or fragments thereof comprising the amino acid 
sequence of the VH domain of SEQ ID NO:60 and the VL domain of SEQ ID NO:62. 
The amendment failed to note where support for the particular recitations could be 
found in the specification as originally filed and a search for such via the Examiner has 
failed to find specific support for the population of antibodies and fragments thereof 
instantly claimed and in combination with the noted dependent claims. Thus, the 
recitations constitute new matter absent evidence for support. 
4. Claims 61-83 are rejected under 35 U.S.C. 1 12, first paragraph, because the 
specification, while being enabling for a hybridoma which produces the antibody 1D8, 
(hybridoma XF1 1 .1 D8), does not reasonably provide enablement for an isolated 
antibody or fragment thereof comprising the amino acid sequence of the VH domain of 
SEQ ID NO:60 and the amino acid sequence of the VL domain of SEQ ID NO:62. The 
specification does not enable any person skilled in the art to which it pertains, or with 
which it is most nearly connected, to make and use the invention commensurate in 
scope with these claims. 

The specifications disclosure is insufficient to enable one skilled in the art to 
practice the invention as broadly claimed without undue experimentation. The factors 
relevant to this discussion include the quantity of experimentation necessary, the lack of 
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working examples, the unpredictability of the art, the lack of sufficient guidance in the 
specification and the breadth of the claims. 

The artisan recognizes the structure of antibodies and also recognizes various 
antibody fragments, see in particular Benjamini and Leskowitz, Immunology: A short 
course, Wiley-Liss Inc., 1991, pp. 51-58. However, applicants specification provides 
insufficient guidance for an antibody or fragment thereof that comprises the VH domain 
of SEQ ID NO:60 and the VL domain of SEQ ID NO:62. In particular, the domains 
within the sequences are not discussed, nor how just the VH or VL domains may be 
used to provide an antibody or antibody fragment thereof that retains binding 
affinity/ability to coordinate with its cognate antigen. The VH and VL domains are 
required to be provided in a secondary or tertiary structure amongst the antibody 
molecule such that it is capable of interacting with its cognate antigen, see in particular 
pp. 55-58 regarding the variable region, H and L chains. 

The specification does not enable the broad scope of the claims which 
encompasses any antibody or fragment thereof comprising only a subregion (VH and 
VL domain) of SEQ ID NO:60 and 62. The VH and VL domains are not defined by 
residues and the artisan could not ascertain which portions of the sequences would be 
required such that a functional antibody or binding fragment could be formed. The 
claims encompass a multitude of analogs or equivalents but the specification does not 
teach which residues can or should be modified such that requisite functionality is 
maintained. The specification provides essentially no guidance as to which of the 
essentially infinite possible choices is likely to be successful in any particular use and 
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the skilled artisan would not expect functional conservation amongst homologous 
sequences. Thus, applicants have not provided sufficient guidance to enable one 
skilled in the art to make and use the claimed derivatives in a manner reasonably 
correlated with the scope of the claims. 

Moreover, as to claim 79, the specification teaches a hybridoma capable of 
producing the 1 D8 antibody, but discloses no other cell or means capable of producing 
such. Accordingly the cells encompassed generically via claim 79 are not adequately 
enabled such that the artisan can obtain the antibody or any suitably useful fragment in 
accordance with claim 61 . 

The scope of the claims must bear a reasonable correlation with the scope of 
enablement (In re Fisher, 166 USPQ 19 24 (CCPA 1970)). Without such guidance, the 
changes which can be made and still maintain activity/utility is unpredictable and the 
experimentation left to those skilled in the art is unnecessarily, and improperly, 
extensive and undue. See Ex parte Forman, 230 USPQ 546 (Bd. Pat. App. & Int. 
1986). Thus, the skilled artisan cannot readily make and use the claimed sequences 
without further undue experimentation. 

5. Claims 61-83 are also rejected under 35 U.S.C. 112, first paragraph, as 
containing subject matter which was not described in the specification in such a way as 
to reasonably convey to one skilled in the relevant art that the inventor(s), at the time 
the application was filed, had possession of the claimed invention. The specification 
describes an antibody 1 D8 produced via the hybridoma XF1 1 .1 D8. However, the 
claims as written include antibodies or fragments thereof comprised of various 
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polypeptides comprised of VH and VL domains of SEQ ID NO:'s 60 and 62. That which 

encompasses the VH and VL domains or those portions of SEQ ID NO: 60 or 62 are not 

delineated via residues. The encompassed fragments and homologues, encompass 

polypeptides that vary substantially in length, amino acid composition as well as 

secondary and tertiary structure. The instant disclosure of two single polypeptide, that 

of SEQ ID NO:60 and 62 which comprise a portion of an antibody molecule is 

insufficient to provide an adequate description of the genus of molecules comprised of 

VH and VL domains which are portions of SEQ ID NO:60 and 62, some of which 

presumably form antibody structures, but others of which would appear to have no 

distinguishing functional significance when outside the configurations required to bind to 

antigen. Thus, the instantly disclosed single sequences, does not adequately support 

the scope of the claimed genus, which encompasses a substantial variety of subgenera. 

A genus claim may be supported by a representative number of species as set forth in 

Regents of the University of California v Eli Lilly & Co, 119F3d 1559, 1569, 43 USPQ2d 

1398, 1406 (Fed. Cir. 1997), which states: 

"To fulfill the written description requirement, a patent specification must describe 
an invention and do so in sufficient detail that one skilled in the art can clearly conclude 
that "the inventor invented the claimed invention". Lockwood v. American Airlines, Inc. . 
107 F.3d 1565, 1572, 41 USPQ2d 1961, 1966 (1997); In re Gosteli . 872 F.2d 1008, 
1012, 10 USPQ2d 1614, 1618 (Fed. Cir. 1980) ("[T]he description must clearly allow 
persons of ordinary skill in the art to recognize that [the inventor] invented what is 
claimed.") Thus, an applicant complies with the written description requirement "by 
describing the invention, with all its claimed limitations, not that which makes it obvious," 
and by using "such descriptive means as words, structures, figures, diagrams, formulas, 
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etc., that set forth the claimed invention." Lockwood, 107 F.3d 1565, 1572, 41 USPQ2d 
at 1966. 

An adequate written description of a DNA, such as the cDNA of the recombinant 
plasmids and microorganisms of the '525 patent, "requires a precise definition, such as 
by structure, formula, chemical name, or physical properties," not a mere wish or plan 
for obtaining the claimed chemical invention. Fiers v. Revel . 984 F.2d 1164, 1171, 25 
USPQ2d 1601, 1606 (Fed. Cir. 1993). Accordingly, "an adequate written description of 
a DNA requires more than a mere statement that it is part of the invention and reference 
to a potential method for isolating it; what is required is a description of the DNA itself." 
]d at 1170, 25 USPQ2d at 1606." 

A description of a genus of cDNAs may be achieved by means of a recitation of a 

representative number of cDNAs, defined by nucleotide sequence, falling within the 
scope of the genus, or of a recitation of structural features common to the genus, which 
features constitute a substantial portion of the genus. The instant specification fails to 
disclose the structural features of the VH and VL domains and fails to teach which 
portions are capable of forming antigen specific antibodies or antigen binding portions 
thereof. Thus, the specification lacks adequate written description support for the 
claimed invention. 

6. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

7. Claims 61-83 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 
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A broad range or limitation together with a narrow range or limitation that falls 
within the broad range or limitation (in the same claim) is considered indefinite, since 
the resulting claim does not clearly set forth the metes and bounds of the patent 
protection desired. Note the explanation given by the Board of Patent Appeals and 
Interferences in Ex parte Wu, 10 USPQ2d 2031, 2033 (Bd. Pat. App. & Inter. 1989), as 
to where broad language is followed by "such as" and then narrow language. The 
Board stated that this can render a claim indefinite by raising a question or doubt as to 
whether the feature introduced by such language is (a) merely exemplary of the 
remainder of the claim, and therefore not required, or (b) a required feature of the 
claims. Note also, for example, the decisions of Ex parte Steigewald, 131 USPQ 74 
(Bd. App. 1961); Ex parte Hall, 83 USPQ 38 (Bd. App. 1948); and Ex parte Hasche, 86 
USPQ 481 (Bd. App. 1949). In the present instance, claim 61 recites the broad 
recitation (comprising) SEQ ID NO:60 and 62, and the claim also recites (comprising) 
the "VH domain" (of SEQ ID NO:60) and the "VL domain" (of SEQ ID NO:62), 
presumably subsequences within the larger sequence, which is the narrower statement 
of the range/limitation. 

Conclusion 

8. No claims are allowed. Claims 1, 61-84 are pending. Claims 1 and 84 are 
withdrawn. Claims 61-83 are rejected. 

9. Any inquiry of a general nature or relating to the status of this general application 
should be directed to the Group receptionist whose telephone number is (703) 308- 
0196. 
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Papers relating to this application may be submitted to Technology Center 1600, 
Group 1640 by facsimile transmission. The faxing of such papers must conform with 
the notice published in the Official Gazette, 1096 OG 30 (November 15, 1989). Should 
applicant wish to FAX a response, the current FAX number for Group 1600 is (703) 872- 
9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Sharon L. Turner, Ph.D. whose telephone number is 
(571 ) 272-0894. The examiner can normally be reached on Monday-Friday from 8:00 
AM to 4:30 PM. If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Brenda Brumback can be reached at (571) 272-0961. 



Sharon L. Turner, Ph.D. 
April 4, 2005 




